calculated from other lipid measurements when samples are obtained from nonfasting individuals or when triglycerides are 4.0 gIL. We have evaluated a direct LDL cholesterol assay for analyzing 115 fresh serum samples obtained from fasting and nonfasting dyslipidemic patients with triglycerides s35.85 gIL, who were receiving diet and (or) drug treatments. Results were highly correlated with those by ultracentrifugation (r = 0.97),with a mean/median bias of -2.9%/0.7% (-0.001/0.010 g/L)
and an absolute bias of 9.5%/6.4% (0.119/0.090 g/L). The assay correctly classified LDL cholesterol concentrations <1.30 g/L 81% of the time, 1.30-1.60 g/L 76% of the time, and 1 .60 g/L 94% of the time. Precision studies provided within-and between-run CVs in the range of 1.2-3.8% and 2.0-5.1 %, respectively. Our data indicate that this assay is an accurate method for measuring LDLC directly from fresh serum obtained from fasting or nonfasting subjects with a wide range of triglyceride values. between-run precision was tested in 14-16 runs over 2 months for two different lots of two concentrations each of controls supplied in the DLDL kits. The CVs for the low-concentration pools were 4.1% and 4.5%; for the two high-concentration pools, 5.0% and 3.7%.
Fresh vs Frozen Samples
To assess whether the DLDL assay could be used to measure LDL cholesterol in samples that had previously been frozen at -80#{176}C, we performed the immunoseparation procedure on 30 fresh samples, and again on separate aliquots after they had been frozen for 2, 4, 8, or 26 weeks. There was a consistent significant negative bias when the concentrations derived from thawed samples were compared with those obtained from fresh samples at all timepoints, and the magnitude of the negative bias generally increased with time (Fig. 1) . The mean bias (± SD) was -8.5% ± 4.79% at 2 weeks, -6.22% ± 3.40% at 4 weeks, - (Fig. 3) Table 1 ; the relationship of absolute bias for both DLDL and FRLDL cholesterol at all triglyceride concentrations is provided in Fig. 4 .
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